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July 13, Moo

FEDERA ~RESS

Mr. John M. Bower, President
Pure Water Solutions, Inc.
3925 W. Northside Drive
Jackso~ Mississippi 39209-2562

—..—,.. . ---

Ikar Mr. Bower

‘On September 8 and 10, 1999, a U-S. F~ ~ ~g A--on @A) hv*gator conducted iiII
inspection of your firm, located at 3925 W. NorthSideDrive,Jacksm Mississippi, which revealed
serious regulatory probkms involving water ptific~on SYQeIIISfor hemodhlyds manuf=tu.nxi and
distributed by your firm.

Your firm should conduct and document a review of the -
Under Section 201(h) of the eral Food, Drug, and

co~ider~ to be mtiical detices in that they are used to
diagnose or treat medical conditions or to aff~t tie S~C~ Oftiction of the body. The law requires
that manufacturers of medical de~ces obti m~eting CICXUUICCfor tieir products from FDA before
they may offer them for sale. This helps protect the public health by ensuring that new medical devices
are shown to be safe and eff=tive, or Substmtiallyquiva!mttoo~er~eti= my legally marketed
in this country that do not require premuket qpm~. me Knd of ~fomahn YOUneed to submit in
order to obtain this clearance is descrii~ k tie enclosed material. ne FDA will evaluate this
information and decide whether your product may be IegaIIy marketed.

our inspection revealed that your devices Me adulterated ~w the metig of Section 501(h) of the
ACLin that the methods used in, or tie facilities or c~n~ols used for, tie mmufacture, packing, storage,
or installation are not in con.forman~eti~ tie Oaliw System (QS Re@ation.s,= specified in Title 21
of the Code of Federal Regdafim (CW, pm 820. ~=e ~o~ations ~nckk M are not limited to the
following:

● You did not review and evaluate
maintain a record that includes

fresponsible for the decision not I

.... . ... ...-_ I

N complaints to determine whether an investigation was necq,
: reason no investigation was made, and the name of the individud
investigate, as required by 2i CFR 820.198(b). For example, your
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firm received several complaints c nceming the use of ~ stainless steel pump rather
than the recornmended~or plastic pump for the water purification system for
hemodialysis, and four patients r tiedly became ill;

1
● Your firm does not maintain de%ic master records@MR), and the dclicc history records (DHR)

that are maintained are incomplete, requkd by’21CFR 820.181 and U CFR 820.i84 (FDA483,
km #l );

f

. You did not maintain records to s ow that each batch 10Lor unit of device meets in process or
finished device specifications, as equired by 21 CFR 820.80(c) and 21 CFR 820.80(d). For
example, several IX-Ill’sdid not co tain labeling,installation instructjorx t- procedures,or results
of testing (FDA 483, Item #]);

● You did not establish and implem t a complainthwling system, as required by 21 CFR 820.198
(FDA 483, Item #2);

T
. .

1. You did not establish a formal qu v assuranceprogramOrsystem, as requiredby 21 CFR 820.20
(FDA483, Item #3);

\

● You did not establish or maintain rucedures tovtidak themanufacturing process, as requiredby
21 CFR 820.75 (FDA 483 Item #5) d

I● You did not establish and maintain design controlproceduresand associated ddgn history files, as
requiredby 21 CFR 820.30(a)and ) (FDA483, ItemW).

T
Your devices also are misbranded wi the meaning of Section 502(t)(2) of the Act in that you failed
to submit material or information r uired by the Medical Device Reporting (MDR) regulation as
specified in 21 CFR 803. These violati ns include, but are not limite4 to the following:

. You did not maintain and impfemer$ written Medicd Wticc Rqwting(MDR)procedur= to ensure

(
timely and eflixtive identification omrnunkatiom and evaluation of ewnts that may be subject to
MDR requirements, as specified b 21 CFR 803.
that occurred with a water purifica on system at the

“ut~
was not adeq tely evakted

‘4. You did not report to FDA wit - 30 days when you received or otherwise became aware of
tiormation, horn any source, th~ reasonably SUgg@d that your device may have caused or

uired by 21 CFR 803.50(a)(l). For example, the complaints on

- mE~:*d-gtie~’d-gw’ch-

!
The specific violations noted in this 1 tter and in the List of Obsemations (Form FDA 483) issuedto
your firm at the closeout of the kpec on maybe symptomatic of serious underlying problems in yow
firm’smanufacturing and quality syst s. You are responsible for investigating and determining the
causes of the violations identified by th FDA.
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Federal agencies are advised of the i
may take this information into acc
prernarket submissions for devices t
related wiH be cleared until the viola
products for expcm will be approve
corrected.

You should take prompt action to cor
may result in regulatoryaction being
limited to, seizure, injunction, and/or t

Please notify this oflice in writing wil
you may have taken to correct the n
corrections will be completed if diffel
indicating the corrections have been
identifi and make corrections to an:
violations will not recur.

Finally, you should understand that th
marketing of medical devices. You m
manuf~turers of medical devices by
800-638-2041 or through the Internet i

your reqxmsc ShOU]dbe directed tO

Administration, @ Plaza D1’h, SI

questions concerning the contents of
may contact Ms. Schafer at (504) 253

Enclosures: Prenmrket Notification
Form FDA 483

, Pure WaterSolutions,k., hc~ Mississippi

;uancc of all warning kttem aboutmedical devices so that they
unt when considering awards of contracts. Additionally, no
which Quality System Regulation deficiencies are reasonably

ons have been conected. Also, no requests for Certificates for
until the violations related to the subject devices have been

xt thesedeviations. Fake to promptlycorrect these deviations
titiatedwithoutkrtkr notice. Theseactions include, but are not
vil penalties.

in fihen (15) working days of receiptof this letter, of anysteps
ted violations, including: (1) the time fkames within which the
nt from those annotated on the FDA 483; (2) any documentation
~chieved;and, (3) an explanationof each step being taken to
Unciedyingsystems problemsneu=uy to assure that similar

e aremanyFDA requirenmts pertahbg to the manufktureand
y obtain general idormation about all of FDA’s requirements for
ontacting the Division of Small ManufacturersAssistance at 1-

.

PatriciaK Schafa, Grnpbnce Officer, U.S. Food and Drug
te 400, New orl~ Louisiana 70127. Should you have any
us letter, or if you desire a meeting with the Agency staff, you
1519.

Sincerely,

10(k) Booklet

C:l E.Draper
DistrictDirector
New Orleans District


